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I. By this order, we grant the Request for EXlcIISion ofWaiver filed by Respironics, Inc., on
October 2, 2007, to pennit the manufactore,lllIlIl<eting and operation ofRespironics' ActiReader devices
for an additional period oftime. These devices are not in compliance with the "restricted band"
provisions in Section 15.205 ofthe Commission's Rnles.' We find that there is good cause to extend the
existing waiver ofaeetion 15.205 for these devices, whicb we originally granted last November, and that
the public in_twill be served by doing so. We conclude that the extended waiver will afJord medical
patienJs the important bealth benetill provided by Respironics' devices, for whicb there eurrendy are no
reasonable a1rematives. Additionally, we conclude thai extending the waiver will not contravene the
underlying purposes ofour tUles for unlicensed devices.

I. BACKGROUND

2. Under Section 15.205 of the Commission's Rnles for unlicensed radio devices, intentional
radiatorn generally are not permitted to openlte in certain sensitive or safety-related frequency bands thai
are designated IS "lC&tricted bands." The restricted bands listed in Section 15.205 boS! radio services that
are used for safety services or rely on reception ofextremely weak signal levels. These systems include,
for example, searcb and rescue operations, aeronautical radio navigation, radio utronomy, satellite down
links, and wildlife tracking systems.

3. As we previously noted in granting Respironics' original waiver request, the company
develops, manufactures and distributes produCll and prognuns IbaI manage sleep disordered breathing
and a variety ofother medical conditions.' In April 2005, Respirooics acquiml another company that
develops and sells sleep and pbysiological monitoring products, including a series ofactivity monitors
that measure sleep patterns, pbysical activity/calorie expenditores, and other indicia nfbuman activity.
These products are the subject of this waiver consideration. This family ofproducll includes the

'47 C.F.R.. § 15.205. .
, Orlier ill ET Docket No. 05-331, RespironiCl, Inc. and Bostoo Scientific CoIp. 21 FCC Red 13450, 13451 (2006)
(WaiW!r Order).
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"AetiW.tclJ,"lbe "ActiCaI" and die "AetiWateh-Score." Each of these devices m:ords various aspects of
the wearer'saetivities.' Periodically, an "ActiReader" establishes a sbon-range. wireless link with the
monitoring device and receives the collected data. This link is a<:tive only during periods ofsuch data
ttansfer. The data is then downloaded from the ActiReader to a storage device, typically a computer. The
rcsuJting aetivity record can be used 10 study slceplwake patterns, sleep disorders, cin:adian rhytlun
disorders, basic activity levels, and similar conditions. With this information, practitioners can diagnose
ailments and design treatments accordingly.

4. The various ActiReader devic", are designed to communicate using the fundamental
frequency of 104kHz, which is within the 90-110 kHz ''restricted band" that is prohibited from use by
unlicensed devices under Section IS.205(a) ofour rules. This band is reserved for use by Ibe Federal
Government end is currently used by the Long Range Navigation system (LORAN-C), a radionavigation
system provided by the Federal Government for civil marine use and en route supplemenlal navigation
aid for civil aviation.' In its prior waiver reques~ Respironics claimed that the ActiReader devices posed
a negligible risk of interference with olber devices using the frequency. It assened lilat emissions from
AetiReader units should DOt be detec1able beyond a few millimeters from the devices. It further
contended thai the emissions ocClP' only a few times a day for ...,h ActiRcader unit, occur in conttnlled
settings in a limited number ofpredictable locations under the BUJlClVision ofa uained operator, and last
for only a few seconds on eacb occasion.' The National Telecommunications and Infonnation
Administration has indicated lilat because ofthe vcsy high-power levels ofthe LORAN signals there is a
potential concern for interference to receivers used with Ibe ActiReader devices.

S. We found lilat a limited, year-long waiver was warranted to permit Respironics to
manufacture and sell 1000 DOn-<:ompliant ActiReader devices while the company developed and
produced devices that complied with our rules. We noted that the company's petition presented an
unusual and compelling situation, in which bealth- and Iife-<:riticaltechnology was already in use by
patienb and their caregivers, and tbcre was liltle Iikelibood of harmful interference, given the operational
parameters and location of the devicea wben transmitting.'

6. Respironica DOW seeks an extension in time and scope of the previously granted waiver.7 It
asks that we modify the waiver to permit the manufacture and sale ofan additional 2500 IIOn-<:ompliant
devices and that such sales be pennitled for an additional five years. The company states tbat, over the
past two years. it has devoted substantial research time and funding in an efron 10 redesign some of the
AetiReader products so thai they comply with the Commission's Part IS rules.' However, it slates lhat
two factorlIlead it to request this additional waiver.

J The ActiWatcb is equjpped with a highly &ensirive accelerometer and • dlta recorder. The Aerie.1 integrates
movement to infer lSI evaluation ofCDCIJY cspcndilUr<. The ActiWalch-S<orc incilldcs a numeric ICIle on ill fl<:C
for the input ofratings by the wearer; it can be uled to reoorel.be mbjcc:I's pcrc:cption ofpain, faligue or other
oubjcctive fsclOn. Se. Waiver Order, l!IIZ!ILat 1345 I; Rcq_ for Extension ofWaiver at 5 n.7.

'Th.", an: OllIOing dilcusaions within the Federal Government "'BIrding a program to enhance LORAN to
incorporate the latest reoeiv.... antclU1&. and transmis,ion sy.temslCCbnology to enable LORAN to serve u a backup
and complemcut to the Global Positioning System for liming and Il.IIvigation.

• See Waiver Order, sup"" at 1345 I.

• /Yo;.... Order, sup"" at 13453-54.

1 GiYelt Ihe similarity of Respironics' instant request to that which ... previously granted, and given the paucity of
comsnent that we received Olllhc initial requcst, we have not sought eommeDt on Rcspironi<5' request for an
""tended W1Ifver. S•• 47 C.F.R. 1.925(c)( I) (Commillion may, in ill dis<:rction, seel< comment on waiver
applications).

'hquest for l!xtensiOll ofWaiver at4 ("Ov... the last two fiscal yean, Rcopironio. ,pent approximately Sl million
to redesign the ActiRcader/ActiWaI<b product family.'').
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7. Fin\, Ri:spironics states that it failed 10 fully anticipate the difficulty of redesigning the full
family ofAcliReader prodUClS.· It states tha~ while it has developed a compliant version of its most
widely used device, the ActiWalCh, it bas Dol yet completed the redesign of its ActiCal and ActiWateh­
Score devices, both ofwhich also communicate with the ActiR.eader via a non-eompliant telemetric link.
Given the aophistication of the devices in question and the fact that, as a relatively small company, it has
limited financial and human resources, Respironics states that the redesign ofthe remaining prodUClS
lilrely will not be complete until the end of 2009.

g. The second factor that Respironics offers as justifying an extended waiver is the manner in
which clinical protocols and grant restrictions applicable to lmg-term studies and clinical trials often
prevent the repls""llent ofmonitoring devices during the study. Thus, the company asserts, once a
researcher has begun a study - or even merely obtained a funding commitment for a study - it can be
difficult and diSl1lptive for the n:searcher to substitute a new monitoring device for that which it initially
proposed to usc. Additionally, Rapironics represents that researcbers will often purchase a single device
for a pilot study and then need to pun:base a larger number of identical devices to complete a larger scale
study. As examples of lIIUdies in which it seeks to avoid causing disruptiOD, Respirooics points to
research being conducted byNAS~ the U.S. Army in Iraq, and two long-term studies focusing on the
health benefits ofpbysical activity.' It asserts that, when it filed its first waiver petition, it bad only
recently acquired the ActiReader manufacturer and did not fully appn:ciate the difficulty ofpromptly
replacing aI1 AcliReader units and the associated devices. " Thus, it asserts the need to deploy a larger
number ofnon-eompliant devices over a lODger time period than it originally requested.

m. DISCUSSION

9. As \WI found in addressing Rapironics' first waiver request, its monitoring devices are
valuable tools for the resesrdI and treatment of significant medical ailments. To our knowledge, there are
no suitable alternatives available now, nor does it appear that there will be any in the near future. Given
the extremely low power, infrequency and short dwatioa ofuse, and the locations where they operate,
these devices pose a negligible risk ofcausing the interference our rules are designed to protect. The
n:latively limited number ofdevices for which Rapironics seeks a waiver further supports our conclusion
that they will not pose a serilJllS threat of harmful interfen:nce to other operations in the band." We also
observe that we have received no complaints of interference resulting from the devices already in use.
The company is in the process of redesigning and manufacturing compliant devices, and its redesign of
the ActiWatch indicatea its progress in this regard. Moreover, denial of the waiver would run the risk of
diSlUpting ongoing resean:h projects that, for the reasons that Respironics credibly explaios, cannot
immediately change over to new ActiReader devices. We thus conclude that there is~ cause for
granting these waivers, as conditioned herein, and it is in the public interest to do so.' To deny these
waivers would not serve the underlying purpose of the rules, as it is unlikely that grant of the waivers
would lead to the harm that the rule is intended to avoid, i.e., iDlerference to primary users of the band.
Accordingly, we will permit Reapironics to cODtinue to manufacture and sell an additional 2S00
ActiReader devices as they are currently designed for five years from the date of this Order, as further
conditioned below.

• Request mr Extension ofWBiver at 5-6.

10 Request for Extension ofWBiver at 8-9.

" Reqlat for Extension ofWsiver st4-5.

12 The combined Iota1 of3,500 devices for which Respironics seeks s wsiver still represents s small number of
devices, partieulsrly given that they will be deployed in discme, eonlrOlled settings.

"See WAn 1IDdio Y. FCC, 459 F.2d 1203, 1207 (D.C. Cir. 1972).
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10. GivCll the basis for our decisioo and the availability ofcompliant AetiWatch devices,
Rcopironics may supply noncompliant ActiReaders in support of ActiWatch device. only in conjUDCtion
with ongoing research projects or clinical bials that have already begun with noncompliant ActiWatch
devices. No ActiReaders can be marketed to support noncompliant ActiWatches for research projects or
clinical trials or for patient use after the date of this Order. Additionally, wherever feasible, Respironics
shall supply compliant device. rather than the oon-<:ompliant devices that we pertnit today for any
ongoing research projects or clinical bials whose results will not be compromised by such a change

II. We recognize that Respironics does not presently have redesigned. compliant versions of its
ActiCaI or ActiWatch-Score devices. Respironics has indicated that it will complete the development of
compliant replacements for these devices by late 2009." Accordingly, we will permit Respironics to
market its cunent noncompliant ActiReaders in conjWtetion these devices for patient use and for new
research projects and clinical bials Wttil January I, 2010. After that date, Respironics will be permitted to
supply IlOIICOmplianl ActiReaders in support ofActiCaI and AetiWatch-Score devices only in conjWtction
with ongoing research projects or clinical bials that have begun with noncompliant versions of these
devices prior to January I, 20 I0..

12. Additionally, we note that this waiver applies only to the constraints on emissions in the
resbicted frequency bands as specified in Section 15.205 of the Commission's rules." It does not provide
reliefof the requirements ofSection I5.5(b). Specifically, Respironics' devices must accept any
interference that the operation of a lORAN-<: tadio station may cause.

V, ORDERING CLAUSE

13. Pursuant to Sections 4(i), 302, 303(e), and 303(r) of the Communications Act of 1934, as
ammdcd (47 U.S.C. §§ 154(i), 302, 303(e), and 303(r» and Section 1.3 of the Commission's rules (47
C.F.R. § 1.3), and WIder the authority delegated in sections 0031 and 0.241 of the Commission's rules (47
C.F.R. §§ 0.31, 0.241), IT IS ORDERED that Respironics' request for an extension ofits waiver for the
ActiReader device is gnmted, as described above, and conditioned as follows:

• Respironics, Inc. may manufacture and sell a nwtimwn of2500 additional Wtcertified
ActiReader devices through January 1,2013, on which date, it must cease all sales of its
noncompliant ActiReader device.;

• The sales of such noncompliant devices to be used in conjWtction with ActiWatch devices
can be made only to support research projects clinical bials begun prior to the date of this
Order.

" Request fDr Exlalaion of Waiver at 6.

" Sn 47 C.F.R. § 15.205.
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• The l8\es of slIch DOncompliant devices to be wed in conjunction with AetiWateh-SCO", 8I1d
AttiCa! devices can be made only tor patient...., or 10 8I1pport ",search projects clinical mals
begtll1 prior 10 1811wuy 1,2009.

• The II8t ofall ActiReaderdevices will cease 00 January I, 201S.

FEDERAL COMMUNlCAnONS COMMISSION

Juliw P. Knapp
Chief
Office ofEngineering 8Dd Technology
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